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(application filed on or after May 29, 2000) 

The Patent Term Adjustment to date is 464 day(s). If the issue fee is paid on the date that is three months after the 
mailing date of this notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half 
months) after the mailing date of this notice, the Patent Term Adjustment will be 464 day(s). 

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that 
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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address- 
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1 308. 

1 . This communication is responsive to 12/21/09 & 1/21/10 . 

2. ^ The allowed claim(s) is/are 1.6-16.54.59 and 65-68 . 

3. □ Acknowledgment is madeof a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a) □ All b) □ Some* c) □ None of the: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

4. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

5. □ CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1 ) □ hereto or 2) □ to Paper No./Mail Date . 

(b) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of 

Paper No./Mail Date . 

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of 
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d). 

6. □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 

attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 



Attachment(s) 

1 . □ Notice of References Cited (PTO-892) 

2. □ Notice of Draftperson's Patent Drawing Review (PTO-948) 

3. □ Information Disclosure Statements (PTO/SB/08), 

Paper No./Mail Date 

4. □ Examiner's Comment Regarding Requirement for Deposit 

of Biological Material 



5. □ Notice of Informal Patent Application 

6. □ Interview Summary (PTO-413), 

Paper No./Mail Date . 

7. M Examiner's Amendment/Comment 

8. ^ Examiner's Statement of Reasons for Allowance 

9. □ Other . 



/ANAND U DESAI/ 

Primary Examiner, Art Unit 1656 



/Samuel W. Liu/ 
Examiner, Art Unit 1656 



Notice of Allowability 



Part of Paper No./Mail Date 20100128-A 
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DETAILED ACTION 

The amendment filed 12/21/09 which cancels claims 3-5, and 17, and amends claims 1, 6, 
and 1 1 have been entered. Claims 2, 18-53, and 60-64 were cancelled by the amendment filed 
9/16/05. The pending claims 1, 6-16, 54-59, and 65-68 are under examination. 

The terminal disclaimers (TDs) filed 1/21/2010 disclaiming the terminal portion of any 
patent granted on this application, which would extend beyond the expiration date of Application 
Nos. 1 1424035 and 1 1912484 have been reviewed and are accepted. Upon communication with 
apphcants' representative Fernando Santos on 1/21/2010, Examiner indicated that, in view of 
rejoinder (see below corresponding section) of the process claims 65-68, the TDs are required. 
Applicants agreed with Examiner and have filed said TDs. 

Rejoinder practice 

Claim 1 is directed to an allowable product. Pursuant to the procedures set forth in MPEP 
§ 821.04(B), claims 65-68 directed to the process of using the allowable product of claim 1, 
previously withdrawn from consideration as a result of a restriction requirement, claims 65-68 
hereby rejoined and fully examined for patentability under 37 CFR 1.104. 

Because all claims previously withdrawn fi-om consideration under 37 CFR 1.142 have 
been rejoined, the restriction requirement between Group I (elected and examined) and Group III 
(claims 65-68) set forth in the Office action mailed 3/17/09 is hereby withdrawn. In view of the 
withdrawal of the restriction requirement as to the rejoined inventions, applicant(s) are advised 
that if any claim presented in a continuation or divisional application is anticipated by, or 
includes all the limitations of, a claim that is allowable in the present application, such claim may 
be subject to provisional statutory and/or nonstatutory double patenting rejections over the 
claims of the instant application. Once the restriction requirement is withdrawn, the provisions of 
35 U.S.C. 121 are no longer applicable. See In re Ziegler, 443 F.2d 1211, 1215, 170 USPQ 129, 
131-32 (CCPA 1971). See also MPEP § 804.01. 

It is of note that the status of claims 55-58 and 65-68 are incorrect since the status of 
these claims should be 'Withdrawn'' not Previously presented" (claims 55, 57, 65) or 
''Original" (claims 56, 58 and 66-68). MPEP 714 [R-6] (c) indicates that "The claim listing, 
including the text of the claims, in the amendment document will serve to replace all prior 
versions of the claims, in the application. In the claim listing, the status of every claim must be 
indicated after its claim number by using one of the following identifiers in a parenthetical 
expression: (Original), (Currently amended), (Canceled), (Withdrawn), (Previously presented), 
(New), and (Not entered)". For compact prosecution purpose. Examiner considers the status of 
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claims 55-58 and 65-68 to be '"withdrawn" therein. 

EXAMINER'S AMENDMENT 

An Examiner's Amendment to the record appears below. Should the change and/or 
additions be unacceptable to Applicant, an amendment may be filed as provided by 37 C.F.R. § 
1.312. To ensure consideration of such an amendment, it MUST be submitted no latter than 
payment of the Issue Fee. 

Authorization for this Examiner's Amendment was given in a telephone interview with the 
applicants' representative Fernando Santos on 1/21/2010. Applicants agreed to the Examiner 
proposed amendment to claims 1,10, 14, 65 and 66, and agreed to cancel claims 55-58. 

Amendment to the claims: 

Claim 1 (currently amended). A variant of Factor VII (FVII) or Factor Vila (FVIIa), 
wherein said variant comprises 1-15 amino acid modifications within as compared to human 
Factor VIU hFVin or human Factor Vila ( hFVIIa^ comprising -( SEQ ID N0:2 )-, wherein at 
least one amino acid modification comprises a substitutio n, wh e r e in th e substitution is D196K as 
compared to in SEQ ID N0:2. 

*Exammer remark: FVIIa is activated form of FVII described at page 1, line 18 of instant specification. 

Claim 10 (currently amended). The variant of claim 9, wherein said insertion at amino 
acid residue 237 is selected from the group consisting of G237GXX, G237GXXX and 
G237GXXXX, wherein X is any amino acid residue. 

Claim 14 (currently amended). The variant of claim 1, wherein said variant further 
comprises a modification in position 341 as compared to hFVII or hFVIIa comprising -( SEQ ID 
N0:2 y. 

Claim 65 (currently amended). A method for treating a mammal having a disease or 
disorder wherein clot formation is desirable, comprising administering to a said mammal in need 
thereof an effective amount of the variant of claim 1 . 

Claim 66 (currently amended). The method of claim 65, wherein said disease or disorder 
is selected fi-om the group consisting of hemorrhages, including brain hemorrhages, sever 
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uncontrolled bleedings, such as trauma, bleedings in patients undergoing transplantations or 
resection, variceal bleedings, and hemophilia 

Cancel claims 55-58. 

The following is an examiner's statement of reasons for allowance: 
The 1 12/2 rejection of claims 1, 3-17, 54 and 59 is withdrawn in light of the amendment 
of claim 1 and cancellation of claims 3-5. The 102 rejections of (i) claims 1, 14, 15, 17, and 54 
by Hu et al; (ii) claims 1, 3, 14-17, 54, and 59 by Nicolaisen et al.; (iii) claims 1, 3-7, 14, 15, 17, 
and 59 by Andersen et al.; and (iv) claims 1, 3, 14, 15, 54, and 59 by Ruf et al. are withdrawn in 
light of the amendment of claim 1 and/or cancellation of claims 3-5, and/or cancellation of claim 
17. 

Therefore, claims 1, 6-16, 54, 59, and 65-68 are allowed. 

Any comments considered necessary by applicants must be submitted no later than the 
pajonent of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled "Comments on Statement of Reasons for 
Allowance." 

Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Samuel Wei Liu, Ph.D. whose telephone number is (571) 272- 
0949. The Examiner can normally be reached daily except alternate Fridays from 8:30 A.M. to 
5:30 P.M. If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor Manjunath N. Rao can be reached at (571) 272-0939. The official fax number for 
Technology Center 1600 is (703) 308-4242. Any inquiry of a general nature or relating to the 
status of this application or proceeding should be directed to the Technology Center 1600 
receptionist whose telephone number is (703) 308-0196. 

/Samuel W. Liu/ 

Examiner, Art Unit 1656 

/ANANDUDESAI/ 

Primary Examiner, Art Unit 1656 

January 31, 2010 



